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ready for receipt by a courier trans-
porting select agent(s) or toxin(s) and 
ends when the package is received by 
the intended recipient who is an indi-
vidual approved by the HHS Secretary 
or Administrator to have access to se-
lect agents and toxins, following a se-
curity risk assessment by the Attorney 
General. 

(i) The recipient must submit a com-
pleted APHIS/CDC Form 2 within two 
business days of receipt of a select 
agent or toxin. 

(j) The recipient must immediately 
notify CDC or APHIS if the select 
agent or toxin has not been received 
within 48 hours after the expected de-
livery time, or if the package con-
taining select agents or toxins has been 
damaged to the extent that a release of 
the select agent or toxin may have oc-
curred. 

(k) An authorization for a transfer 
shall be valid only for 30 calendar days 
after issuance, except that such an au-
thorization becomes immediately null 
and void if any facts supporting the au-
thorization change (e.g., change in the 
certificate of registration for the send-
er or recipient, change in the applica-
tion for transfer). 

(l) A registered individual or entity 
transferring an amount of a HHS toxin 
otherwise excluded under the provi-
sions of § 73.3(d) must: 

(1) Transfer the amounts only after 
the transferor uses due diligence and 
documents that the recipient has a le-
gitimate need (e.g., prophylactic, pro-
tective, bona fide research, or other 
peaceful purpose) to handle or use such 
toxins. Information to be documented 
includes, but is not limited, to the re-
cipient information, toxin and amount 
transferred, and declaration that the 
recipient has legitimate purpose to 
store and use such toxins. 

(2) Report to CDC if they detect a 
known or suspected violation of Fed-
eral law or become aware of suspicious 
activity related to a toxin listed in 
§ 73.3(d) of this part. 

[70 FR 13316, Mar. 18, 2005, as amended at 77 
FR 61115, Oct. 5, 2012; 79 FR 26862, May 12, 
2014; 82 FR 6294, Jan. 19, 2017] 

§ 73.17 Records. 
(a) An individual or entity required 

to register under this part must main-

tain complete records relating to the 
activities covered by this part. Such 
records must include: 

(1) An accurate, current inventory 
for each select agent (including viral 
genetic elements, recombinant and/or 
synthetic nucleic acids, and organisms 
containing recombinant and/or syn-
thetic nucleic acids) held in long-term 
storage (placement in a system de-
signed to ensure viability for future 
use, such as in a freezer or lyophilized 
materials), including: 

(i) The name and characteristics 
(e.g., strain designation, GenBank Ac-
cession number, etc.), 

(ii) The quantity acquired from an-
other individual or entity (e.g., con-
tainers, vials, tubes, etc.), date of ac-
quisition, and the source, 

(iii) Where stored (e.g., building, 
room, and freezer or other storage con-
tainer), 

(iv) When moved from storage and by 
whom and when returned to storage 
and by whom, 

(v) The select agent used, purpose of 
use, and, when applicable, final disposi-
tion, 

(vi) Records created under § 73.16 and 
9 CFR 121.16 (Transfers), 

(vii) For intra-entity transfers (send-
er and the recipient are covered by the 
same certificate of registration), the 
select agent, the quantity transferred, 
the date of transfer, the sender, and 
the recipient, and 

(viii) Records created under § 73.19 
and 9 CFR part 121.19 (Notification of 
theft, loss, or release), 

(2) An accurate, current accounting 
of any animals or plants intentionally 
or accidentally exposed to or infected 
with a select agent (including number 
and species, location, and appropriate 
disposition); 

(3) Accurate, current inventory for 
each toxin held, including: 

(i) The name and characteristics, 
(ii) The quantity acquired from an-

other individual or entity (e.g., con-
tainers, vials, tubes, etc.), date of ac-
quisition, and the source, 

(iii) The initial and current quantity 
amount (e.g., milligrams, milliliters, 
grams, etc.), 

(iv) The toxin used and purpose of 
use, quantity, date(s) of the use and by 
whom, 
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(v) Where stored (e.g., building, room, 
and freezer or other storage container), 

(vi) When moved from storage and by 
whom and when returned to storage 
and by whom including quantity 
amount, 

(vii) Records created under § 73.16 and 
9 CFR part 121.16 (Transfers), 

(viii) For intra-entity transfers 
(sender and the recipient are covered 
by the same certificate of registra-
tion), the toxin, the quantity trans-
ferred, the date of transfer, the sender, 
and the recipient, 

(ix) Records created under § 73.19 and 
9 CFR part 121.19 (Notification of theft, 
loss, or release), and 

(x) If destroyed, the quantity of toxin 
destroyed, the date of such action, and 
by whom, 

(4) A current list of all individuals 
that have been granted access approval 
from the HHS Secretary or Adminis-
trator, 

(5) Information about all entries into 
areas containing select agents or tox-
ins, including the name of the indi-
vidual, name of the escort (if applica-
ble), and date and time of entry, 

(6) Accurate, current records created 
under § 73.9 and 9 CFR part 121.9 (Re-
sponsible Official), § 73.11 and 9 CFR 
part 121.11 (Security), § 73.12 and 9 CFR 
part 121.12 (Biosafety), § 73.14 and 9 CFR 
part 121. 14 (Incident response), and 
§ 73.15 and 9 CFR part 121.15 (Training), 
and 

(7) A written explanation of any dis-
crepancies. 

(8) For select agents or material con-
taining select agents or regulated nu-
cleic acids that can produce infectious 
forms of any select agent virus that 
have been subjected to a validated in-
activation procedure or a procedure for 
removal of viable select agent: 

(i) A written description of the vali-
dated inactivation procedure or viable 
select agent removal method used, in-
cluding validation data; 

(ii) A written description of the via-
bility testing protocol used; 

(iii) A written description of the in-
vestigation conducted by the entity 
Responsible Official involving an inac-
tivation or viable select agent removal 
failure and the corrective actions 
taken; 

(iv) The name of each individual per-
forming the validated inactivation or 
viable select agent removal method; 

(v) The date(s) the validated inac-
tivation or viable select agent removal 
method was completed; 

(vi) The location where the validated 
inactivation or viable select agent re-
moval method was performed; and 

(vii) A certificate, signed by the Prin-
cipal Investigator, that includes the 
date of inactivation or viable select 
agent removal, the validated inactiva-
tion or viable select agent removal 
method used, and the name of the Prin-
cipal Investigator. A copy of the cer-
tificate must accompany any transfer 
of inactivated or select agent removed 
material. 

(b) The individual or entity must im-
plement a system to ensure that all 
records and data bases created under 
this part are accurate and legible, have 
controlled access, and authenticity 
may be verified. 

(c) The individual or entity must 
promptly produce upon request any in-
formation that is related to the re-
quirements of this part but is not oth-
erwise contained in a record required 
to be kept by this section. The location 
of such information may include, but is 
not limited to, biocontainment certifi-
cations, laboratory notebooks, institu-
tional biosafety and/or animal use 
committee minutes and approved pro-
tocols, and records associated with oc-
cupational health and suitability pro-
grams. All records created under this 
part must be maintained for 3 years. 

[70 FR 13316, Mar. 18, 2005, as amended at 77 
FR 61115, Oct. 5, 2012; 82 FR 6294, Jan. 19, 
2017] 

§ 73.18 Inspections. 

(a) Without prior notification, the 
HHS Secretary, shall be allowed to in-
spect any site at which activities regu-
lated by this part are conducted and 
shall be allowed to inspect and copy 
any records relating to the activities 
covered by this part. 

(b) Prior to issuing a certificate of 
registration to an individual or entity, 
the HHS Secretary may inspect and 
evaluate the premises and records to 
ensure compliance with this part. 
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